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urinary bladder with the aid of a trocar 
and cannula. The device is used to pass 
fluids to and from the urinary tract. 
This generic type of device includes the 
suprapubic catheter and tube, Malecot 
catheter, catheter punch instrument, 
suprapubic drainage tube, and the 
suprapubic cannula and trocar. 

(b) Classification. (1) Class II (per-
formance standards). 

(2) Class I for the catheter punch in-
strument, nondisposable cannula and 
trocar, and gastro-urological trocar. 
The devices subject to this paragraph 
(b)(2) are exempt from the premarket 
notification procedures in subpart E of 
part 807 of this chapter subject to the 
limitations in § 876.9. 

[48 FR 53023, Nov. 23, 1983, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38801, July 25, 
2001] 

§ 876.5130 Urological catheter and ac-
cessories. 

(a) Identification. A urological cath-
eter and accessories is a flexible tubu-
lar device that is inserted through the 
urethra and used to pass fluids to or 
from the urinary tract. This generic 
type of device includes radiopaque 
urological catheters, ureteral cath-
eters, urethral catheters, coudé cath-
eters, balloon retention type catheters, 
straight catheters, upper urinary tract 
catheters, double lumen female 
urethrographic catheters, disposable 
ureteral catheters, male 
urethrographic catheters, and 
urological catheter accessories includ-
ing ureteral catheter stylets, ureteral 
catheter adapters, ureteral catheter 
holders, ureteral catheter stylets, 
ureteral catheterization trays, and the 
gastro-urological irrigation tray (for 
urological use). 

(b) Classification. (1) Class II (per-
formance standards). 

(2) Class I for the ureteral stylet 
(guidewire), stylet for gastrourological 
catheter, ureteral catheter adapter, 
ureteral catheter connector, and 
ureteral catheter holder. The devices 
subject to this paragraph (b)(2) are ex-
empt from the premarket notification 
procedures in subpart E of part 807 of 

this chapter subject to the limitations 
in § 876.9. 

[48 FR 53023, Nov. 23, 1983, as amended at 61 
FR 1122, Jan. 16, 1996; 66 FR 38801, July 25, 
2001] 

§ 876.5160 Urological clamp for males. 
(a) Identification. A urological clamp 

for males is a device used to close the 
urethra of a male to control urinary in-
continence or to hold anesthetic or ra-
diography contrast media in the ure-
thra temporarily. It is an external 
clamp. 

(b) Classification. Class I (general con-
trols). Except when intended for inter-
nal use or use on females, the device is 
exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to § 876.9. 

[48 FR 53023, Nov. 23, 1963, as amended at 65 
FR 2317, Jan. 14, 2000] 

§ 876.5210 Enema kit. 
(a) Identification. An enema kit is a 

device intended to instill water or 
other fluids into the colon through a 
nozzle inserted into the rectum to pro-
mote evacuation of the contents of the 
lower colon. The device consists of a 
container for fluid connected to the 
nozzle either directly or via tubing. 
This device does not include the co-
lonic irrigation system (§ 876.5220). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 876.9. The device is exempt 
from the current good manufacturing 
practice requirements of the quality 
system regulation in part 820 of this 
chapter, with the exception of § 820.180 
of this chapter, with respect to general 
requirements concerning records, and 
§ 820.198 of this chapter, with respect to 
complaint files. 

[48 FR 53023, Nov. 23, 1963, as amended at 65 
FR 2317, Jan. 14, 2000] 

§ 876.5220 Colonic irrigation system. 
(a) Identification. A colonic irrigation 

system is a device intended to instill 
water into the colon through a nozzle 
inserted into the rectum to cleanse 
(evacuate) the contents of the lower 
colon. The system is designed to allow 
evacuation of the contents of the colon 
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